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PROCEEDTINGS

3:04 p.m

[ Preceding the call to order, a roll call of
t he Board was taken. All Board menmbers were
present. |

DR. ZIEMER: Let the record show that all the
Board menbers are present and accounted for, and
we will proceed.

I assume you all have the agenda, which just
has two items on it, the first of which will be a
public comment period, and then the deliberations
of the Board on the Special Exposure Cohort.

And again, let me ask that as individuals
speak be sure to identify yourselves. I know
t hat some of us, sonme Board nmembers, are able to
identify each other by the sound of their voices,

but we do have the recorder, court reporter

aboard who will be taking the transcripts and
will need identities of all the speakers as we
proceed.

So with that, let us turn first to the public
coment period, and | will ask those menbers of
the public who wish to speak identify thensel ves,
and if appropriate their affiliation. We'd |like

to ask you, since we only have a brief 15-m nute
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period, 1'd like to give priority to menbers of

t he public who have not yet addressed the Board
in the past couple of conference calls. | f

you' ve already addressed the Board on this issue
or pertaining to the Special Exposure Cohort,
your remarks are already on the public record and
t he Board has heard those. And unless you have
addi tional or new information, we'd like to give
priority to any members of the public who haven't
had a chance yet to express their views or
comments either on the rul emaking or on anything
pertaining to the Special Exposure Cohort.

So with those comments, let me ask if there
are any menbers of the public on the conference
call who do wish to speak? Just please speak
right up and identify yourself.

MS. JACQUEZ: Epifania Jacquez, E-P-1-F-A-N-
I-A, J-A-C-Q U-E-Z | am a survivor.

DR. ZIEMER: Okay. Proceed.

MS. JACQUEZ: Thank you.

DR. ZIEMER: Proceed.

MS. JACQUEZ: Aren't you taking the names of
t he people that want to conment? |'m just giving
you my name.

DR. ZIEMER: Oh, well -- yeah, we'll take the

NANCY LEE & ASSOCI ATES




© 00 N oo o b~ w N

N N N N NN B B R R R R R R R
U A W N B O © 0 N O O M W N B O

names. That

you. We'll

s fine. And then we'll come back to

take themin the order that they give

us the informtion.

Who else will wish to speak?

MS. SHINAS: M name is Betty Jean Shinas, S-

H-1-N-A-S, and | have spoken in the past but 1'd

li ke a few coments.

DR. ZIEMER: Okay.

MR. MILLER: Ri chard M Il er, Governnment

Account abi |

ty Project.

DR. ZIEMER: Ri char d.

Any ot hers?

MS. GONZALES: Carmen Gonzal es. | have al so

comment ed previously, but you don't have too many

today, |'m sure you have time to listen to m ne.

DR. ZIEMER: We will if we don't have too

many.

Are there any others? That's four so far.

MS. ANDERSON: Jani ne Anderson. l'"'ma former

K-25 wor ker

on disability.

DR. ZIEMER: And any others?

[ No responses]

DR. ZIEMER: Now of these five, the first two

i ndi vi dual s,

have you spoken to the Board before?

UNIDENTIFIED: I have.

NANCY LEE & ASSOCI ATES
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UNIDENTIFIED: | have al so.
UNIDENTIFIED: | have al so.

DR. ZIEMER: Ms. Anderson, had you?

MS. ANDERSON: | have not.
DR. ZIEMER: |If it's agreeable, then, let's
et Ms. Anderson go first, then we will go back

to the others.

MS. ANDERSON: |[|f possible I'd like to wait
till the end.

DR. ZIEMER: Oh, you woul d?

MS. ANDERSON: |[|'m not prepared at this tinme.

DR. ZIEMER: Okay. Then let's hear fromthe
first individual, then.

MS. JACQUEZ: Okay. | guess that was ne.
This is Epifania Jacquez.

And during our |last conference call certain
subjects were raised, and one of them was the
speci al cohort. Our request was the Los Al anos
wor kers be included in this Special Exposure
Cohort. I'd Iike to know where the Board has
gone on this, if it has given any consideration
to this subject.

Al'so, | would like to -- I'"m wondering if
there is going to be some process in notion to

speed up cl aims, because it's going very, very

NANCY LEE & ASSOCI ATES
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slowly. And | was present in Los Alanos. They
cel ebrated 60 years of the National Lab. And

t hat was nmentioned by our state governor, that he
wi shes that all of you would get on your toes and
start perhaps expediting this whole thing.
Because the clains that have been received, the
clainms that have been paid, are just -- it's

al most a joke. And so | think that this needs to
be addressed.

And | know this -- it's not a question-and-
answer session, but these things need to be
answered. And | know that your Board is right
there where they can address these issues.

And | guess the | ast one that | would like to
address is the fact that the 22 cancers that were
in the original Act need to be left in there,
because it is a law. And so | al so want
(i naudi bl e), the 22 cancers that (inaudible)
named in the |l aw should be left in there because
that's what this whole thing is about.

So I'd l'ike these issues addressed, or 1'd
i ke some response from your Board.

DR. ZIEMER: Let me just indicate quickly --
and | don't want to take all of the public

comment time -- but on your first comment asking

NANCY LEE & ASSOCI ATES
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what the Board has given consideration to since
the | ast tel ephone conference, and the answer is
the Board -- all the Board meetings are open to
the public, and the |ast conference call was the
| ast Board neeting. And so that meeting that you

were present at is the |last consideration the

Board has had. This one today will follow up on
that. The Board does not nmeet privately between
these -- between its neetings, so this --

MS. JACQUEZ: Well, this is perfect, then,
because you can address it while |I'm on. ' d

| i ke these things addressed, please.

DR. ZIEMER: Yeah. So that is the answer to
that first question.

The speeding up of the clainms is the
obj ective of having the contractor aboard, and
t hat has al ready occurred. | don't think we have
time today to go into all the data on the rates
at which those are being processed, but that is
occurring now.

MS. JACQUEZ: Could |I have one | ast comment,
pl ease, and | know that you have ot her people
waiting. But there was sone |egislation that was
passed, HR-1758 by Ted Strickland, democrat from
Ohi o, that puts like 180-day table, tinmetable for

NANCY LEE & ASSOCI ATES
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you to process these clains.

And again, if any of these things can be
addressed | would really appreciate it. And I'm
going to let somebody --

DR. ZIEMER: | don't believe that will be
addressed today. That is not on the agenda.

MS. JACQUEzZ: Well, then I'd like to get sone
ki nd of response for this. You m ght give it
some thought and | et us know when we can hear
about this.

DR. ZIEMER: Thank you.

MS. JACQUEZ: Okay.

DR. ZIEMER: The second speaker? Who was
second?

MS. GONZALES: |[|'Il just go ahead.

Good afternoon. M nane is Carmen Gonzal es.
|''ma surviving daughter of Manuel Al nmeida -- and
if you would please spell that correctly I'd
appreciate it, that's A-L-ME-I1-D-A -- who worked
in Los Alamos, ny father did, for 34 years.

My purpose today is not to comment but to
request the Board to seriously consider and put
forth every effort to include Los Alamps in its
special cohort. | am also requesting the Board

to adhere to the list of 22 cancers that were

NANCY LEE & ASSOCI ATES
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mandat ed by [ aw in 2000.

And I'Il be -- that's all | have to say
t oday, and thank you for your tinme.

DR. ZIEMER: Thank you.

Richard Mller?

MR. MILLER: Thank you, Dr. Ziemer. | have
three brief points to make.

The first was at the | ast Board call there
was a question raised about |egislative intent.
And maybe the Board has already received this
information, but | will state it in any event,
that this question of whether it should be 22
cancers and whether the list is fixed or variable
was addressed in the Congressional record on
Oct ober 12th of 2000.

In a floor statement by Senator Bi ngaman, who
was one of the people in the conference who put
this | egislation together --

DR. ZIEMER: And Richard, let me interrupt
that that has in fact been distributed to the
Boar d.

MR. MILLER: Oh, okay. Thank you, Dr.

Zi emer.
And so | think it makes pretty cl ear what

| egi sl ative intent was, so | hope that's not a

NANCY LEE & ASSOCI ATES
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guestion for debate going forward. | would al so
add that | think that nmessage was conveyed to

NI OSH staff when they did briefings both on the
House and Senate side, it was a pretty clear
message delivered by those who were in the room
when t he deal was done. Not that it carries as
much wei ght as something in witing on the
record, but it should be considered.

Secondly, | understand -- at |east | heard
this norning -- that correspondence may have been
forwarded that | think | copied you on, Dr.
Ziemer, between myself and Ted Katz regarding
t his question about whether or not it is possible
t hat peopl e who have greater than a 50 percent
probability of causation and have a worst-case
dose estimate will necessarily be conmpensat ed.
And al t hough the record clearly reflects Ted
Katz's comments at the March 7th meeting that
i ndeed people, if they did have a worst-case
estimate and their probability of causation was
above 50 percent and there was no other data
avail able to do anything other than a worst-case
estimte, that that would be used for
adj udi cating cl ai ns.

And t hat provided sonme confort until | |ooked

NANCY LEE & ASSOCI ATES
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at both the rule and the preanmble to the rule
under Part 82, where | think at |east the Board
may want to consider the ambiguities in Part 82.
And there are two parts of Part 82 that are
relevant. The first part is that it clearly
states that worst-case dose estimtes will be
used under 82.10, subpart (k), when the
probability of causation is |less than 50 percent.
But the preanble states that it would only be
with great difficulty to use a worst-case dose
estimate in the event that the probability of
causati on exceeded 50 percent. And this al
becomes very relevant, it seenms, if SEC petitions
are now going to be denied based upon the ability
to performa worst-case dose esti mate.

And so maybe it is all okay, and maybe as we
have been assured verbally that is the case. But
the rule itself does not provide explicit clarity
in that area, and probably could stand some
i mprovenment .

DR. ZIEMER: And let me coment, | had
received your comments and thought it would be
useful to let the full Board hear those comments
as well as Ted's reply, because | was the only

one that | knew of at that point that had the

NANCY LEE & ASSOCI ATES
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benefit of those comments. So | did distribute

those a couple of days ago to the Board.

MR. MILLER: Good, good. ' m gl ad.

DR. ZIEMER: Or actually | sent -- | asked
NIOSH to, | -- no, | think |I sent them out.

MR. MILLER: MWhatever, it's fine. | have no
obj ecti on. But | do want to make sure that that
I ssue --

DR. ZIEMER: So basically the question you're
rai sing now, | think the Board has some written
stuff on it from you.

MR. MILLER: Okay. Fine.

The third issue has to do with a question
t hat came up at the March 7th Board neeting, and
| bring this up because it was now in the
transcript which finally was posted in which the
guestion is whether the dose, when you do a
wor st -case dose estimate, is it going to be a
poi nt estimate or a constant val ue which you
woul d input to IREP, or will it be -- will the
wor st-case be some part of a distribution? And
if it's part of a distribution, what we've
di scovered is that if you -- whether you use a
triangul ar node distribution as in the Bethlehem

St eel case or use a normal distribution,

NANCY LEE & ASSOCI ATES
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obviously if you put something at the tail end it
gets a lot I ess weight. And so | just wanted to
note that the Health Physics Society had
recommended that a constant value be used.

Hel | 0?

DR. ZIEMER: Yeah, go ahead.

MR. MILLER: The constant val ue --

DR. ZIEMER: The line is so good this tinme
that you're not sure it's still there, right?

MR. MILLER: Exactly right. |'m amazed. But
let's | eave the static out, though.

So | would just raise for the Board the
guesti on of whether or not to reconmend the point
estimate or constant value which the Health
Physi cs Soci ety recommended, or whether it would
be better to provide a distribution; and if so,
why woul d a distribution which provides |ess
wei ght to a worst-case estimte be applied if
you're trying to give the claimnt the benefit of
t he doubt?

And finally, | guess the only other question
| would have is that the Board probably has not
di scussed, and maybe doesn't have time today, is
what do you do in cases where you have a non- SEC

cancer, but you have someone who is in an SEC?

NANCY LEE & ASSOCI ATES

17




© 00 N oo o B~ wWw N P

N N N N NN B B P R R PR R R e
o0 A W N P O © ® N © O M W N kKB O

What do you do with the dose that you can't
estimate that they received as a member of the
SEC when you're trying to estimate their dose
reconstruction for a non-SEC cancer? And so you
may have some dose within and sonme dose without
the SEC. And it wasn't clear how to assign dose,
and NIOSH s rule didn't really recomend any

met hods for assigning dose. And so | just

t hought | would put that on the table as an
unresol ved i ssued from the rul emaki ng.

DR. ZIEMER: Okay, thank you, Richard.

Let's see --

MS. NEWSOM: There was Betty Jean Shi nas.

DR. ZIEMER: Betty Jean, yes, please. Go
ahead.

MS. SHINAS: The only coment | had, and |
may have m sunderstood or m sread sonmet hing, that
the Advi sory Board, that the term would be com ng
to a close. Is that correct? And if so, what is
-- what's in motion to get that going again?

MR. ELLIOTT: Let me respond to that.

DR. ZIEMER: Yes, let the --

MR. ELLIOTT: This is Larry Elliott.

DR. ZIEMER: Larry Elliott, the Federa

officer --

NANCY LEE & ASSOCI ATES
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MS. SHINAS: And I'd like to just close, just
a few nore words on that, as | feel that | am
t hankful that we are being heard, but | think
this is about the only place that we've been able
to really comment. And | know the comments are
short, but at least it has been given us an
opportunity to do this as a famly.

DR. ZIEMER: Right. Thank you

Larry Elliott.

MR. ELLIOTT: Sure.

To respond to your question about the Board,
the charter does expire this August. And we are
in fact proceeding to renew that charter, and
will have it in place before the expiration date
so that the Board can continue its business as
required by statute and the del egated authority
t hrough the Depart ment.

Let me al so say that -- so | hope that
answers your question. The Board is not going to
go away. Its charter expires, but we have full
interest and attenmpt underway to renew t hat
charter.

Wth regard to providing coments, we
continually continue to encourage everyone to

provide written comments to the docket. This

NANCY LEE & ASSOCI ATES

19




© o0 N o o A~ W N

N N N N NN P B R R R R R R R
o A W N B O © ®©® N O O b W N B O

forum of public comment during the Board neeting
is only one approach for the public to have their
voi ces heard. The real opportunity for the
public to comment on the proposed rule, however,
is by providing witten comments as proscribed by
the rule.

Thank you.

MS. SHINAS: Thank you.

DR. ZIEMER: Thank you.

And then we have -- did that conplete your
comment, Betty Jean?

MS. SHINAS: Yes, it did. | had just read
that, and it was a concern with nme.

DR. ZIEMER: Thank you.

And then | think we have Ms. Anderson yet.

MS. ANDERSON: Yes, my questions have already
been answered, thank you.

DR. ZIEMER: They have? Okay, thank you very
much.

Actually, it is nowtime for us to move to
t he Board deli berations. Members of the public
are still welcome to listen in on this. W are
not asking you to participate in the
del i berations since these are deliberations of

t he Board, but you're certainly -- the

NANCY LEE & ASSOCI ATES
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di scussions are public, and you are welconme to
continue to listen in.

MS. HOMER: Dr. Ziemer?

DR. ZIEMER: Yes.

MS. HOMER: This is Cori.

DR. ZIEMER: Yes, Cori.

MS. HOMER: | would like to --

DR. ZIEMER: Do we need to get a roll call of
ot hers?

MS. HOMER: |If we could get a roll call of
the federal enployees for the record.

DR. ZIEMER: Okay, either a roll call or ask
themto identify themsel ves.

MS. HOMER: Yes, please identify yourself for
the court reporter.

MR. NAIMON: This is David Naimn, and Liz
Honmoki - Ti t us.

MS. HOMER: Thank you.

MR. KOTSCH: Jeff Kotsch with the Depart nment
of Labor.

DR. ZIEMER: |'Il| ask the reporter, if you
need to hear nanes spelled just so indicate.

MS. NEWSOM: All right, thank you.

MR. NETON: This is Jim Neton from NI OSH.

MR. SUNDIN: Dave Sundi n, NI OSH.

NANCY LEE & ASSOCI ATES
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MS. HOMER: And | guess Cori Homer, NI OSH.

MR. KATZ: |'m sorry, Ted Katz, NI OSH.

MS. ROSS: Renee Ross, Commttee Managenent,
MASO.

MS. GAY: Annette Gay, Birth Defects, CDC.

DR. ZIEMER: Any others?
[ No responses]
Okay,

DR. ZIEMER: t hank you very much.

MR. TAKARO: (I naudi ble) other people on the
line. This is Tim Takaro at the University of
Washi ngt on (i naudi bl e).

DR. ZIEMER: Okay. Any others that want to
identify themsel ves?

[ No responses]

DR. ZIEMER: Okay, then we will proceed.

The focus of our attention today -- | want to
make a few prelimnary remarks, and then we'l|l
get very specific. Our prelimnary focus today
will be to finalize the comnments and views of the

Board pertaining to Section 83.13.

Now i n that

particul ar sections that |

connection there are two

see us as focusing on,

all of which are part or two particular portions

of the SEC that

Now | ' m wor ki ng

are subsets of Section 83.13.

fully out of the Federal Register

NANCY LEE & ASSOCI ATES
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copy today, if that's agreeable with everyone.
So Board menbers, you want to have your Federal
Register copy handy there so that if we give page
numbers that will be hel pful to you.

Now |I'm getting some echo. Something change
here? Okay, is that better?

UNIDENTIFIED: Yes.

DR. ZIEMER: Okay. |In Section 83.13 there's
two particul ar subsections that | expect we wil
focus on.

One of those is subsection (b)(1l), which is
in the third colum of page 11308, and this is
the issue relating to estimating doses with
sufficient accuracy. That was an issue that we
di scussed at our | ast neeting, and remains an
i ssue which we have not yet come to closure on.

Then on page 11309 in colum one, section --
this would be paragraph (b)(1)(iv), Roman nuner al
(iv) near the top of the page, which -- and then
t hat one, coupled with item (b)(2), Roman numer al
(i1i) near the m ddle of the page, both of these
deal with the issue of specified cancer types and
the definition of an SEC class that involves
ti ssue-specific cancer sites. So that's

basically this issue of less than the 22 cancers,

NANCY LEE & ASSOCI ATES
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or to put it another way, one or nore cancer
sites as being part of the class definition.

It seenms to me those are the two main issues
we need to focus on today. In that connecti on,
you should have a couple of witten itens.

First, | want to make sure everyone on the
Board received what would be | abeled the draft
comments on 42 CFR 83. | believe these are --
this is a compilation of everything that we had
done to date, as well as some new itens. It is
stamped in the upper right as “draft” with a date
of 4/24/03 on it. It should have been
distributed, | believe, within the |ast couple of
days by either Cori or by Nichole, and it has 13
numbered items on it.

Does everyone have that draft, or if you
don't speak up.

MS. MUNN: This is Wanda. Did that come by
mai | ?

DR. ZIEMER: Should have been by e-mail.

UNIDENTIFIED: Cane by e-mail. Mne came in
at 1:28 p.m today.

MS. MUNN: Oh. | haven't been online today.
|'d better check it.

MS. NEWSOM: Cori ?
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MS. HOMER: Yes?

MS. NEWSOM: This is Kim Wuld you mnd e-
mai |l ing that to me, please?

MS. HOMER: Absolutely.

MS. NEWSOM: Thanks.

DR. ZIEMER: Now while that's occurring, |et
me point out to you that on that document the
first ten itens are itens that we have already, |
woul d say, come to closure on and agreed to.
lt's items 11, 12, and 13 which pertain to the
topics that | just mentioned here -- that is, the

i ssue of specified cancer

sufficient

Now t he ot her

types and the issue of

accuracy.
docunment that you should have
was distributed a couple of days ago. These are

some comments that

wer e devel oped by Jim Meli us.

This was, | believe, a little over three pages

| ong. It has a title on it called “SEC
Coments,” and it specifically deals with this
Section 83. 13. It includes actually two
recommendati ons. There's a |ot of narrative, but
there are actually two recomended actions, in a
sense, both of which are underlined as action

par agr aphs.

Jims document,

One of those is on the third page of

and that's the i ssue of
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sufficient accuracy; and then on the fourth page
of Jim s document is a recommendation relating to
the limt on the provisions for limting cancers
eligible for conpensation in the Special Exposure
Cohort. So that is a docunment, as well, that |
think we need to have before us as we proceed.

And let me tell you that there's some
differences in these two. The document that I
di stributed with the original set of comments was
-- the three points, 11 through 13, were sort of
summari es of where | thought we had sort of
agreed at the last meeting in ternms of at | east
I dentifying some issues, although we had not
fully come to closure on it.

Jim s docunments relates to those, or Jims
comments and recommendations relate to those.
They have a sonmewhat different specificity in the
case of the specified cancers. Jinms
recommendation is one of sinply renoving the
provision to limt. The words that | had used in
m ne had to do with requiring that NI OSH
reconfirm or establish Congressional intent with
regard to that issue. So there's kind of
variations on the same thing, and we can discuss

a direction that the Board may or may not wish to
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go on that issue.

Simlarly, on sufficient accuracy, Jim s has
alittle more specificity in that the comment |
had, which is comment 13, was to ask for
clarification. Jims has a little nore
specificity in asking that some actual guidelines
be devel oped as NI OSH proceeds. So those are
sort of -- 1 just used that to kind of lay out
what's before us.

| want to make sure everybody has the
docunments. |Is there anyone that didn't get the
Jim Melius discussion?

[ No responses]

DR. ZIEMER: Apparently everybody got that.
Okay.

Now | et me al so, as we get underway here, ask
t he Board menmbers -- and you can just conmment on
this briefly if you wish -- do you agree that
those are the items we would like to come to
cl osure on today, and are there any other itenms
t hat you think have been | eft hanging that are
not -- that we didn't already cover?

[ No responses]

DR. ZIEMER: Pro or con. | want to make sure

that we feel |ike we've captured all of the
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salient points in the proposed rul emaking that we
want to comment on, and what |'m saying is I
think these are the last two. Am 1 right, there?
Anyone think there are other issues we need to
comment on?

[ No responses]

DR. ZIEMER: Yeah or nay?

MS. MUNN: Sounds good to me. This is Wanda.

| think these are the two we need to be
addr essi ng.

DR. ZIEMER: Okay. Then | suggest that we
begin with the issue of sufficient accuracy since
that's the first paragraph to deal with under
83. 13. It's the right-hand colum of page 308.

DR. ANDRADE: Paul ?

DR. ZIEMER: Yes.

DR. ANDRADE: This is Tony Andrade.

DR. ZIEMER: Tony.

DR. ANDRADE: |I'd |like to suggest that we
start with 83.13, Section (b)(1), little Roman
(iv), regarding the --

DR. ZIEMER: Oh, on the cancer types?

DR. ANDRADE: -- the cancer tissues, cancer
types and tissues.

DR. ZIEMER: |I'mfine with doing that. I's
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there a particular reason you want to go in that
order?

DR. ANDRADE: Well, | think that we have now
had three conference calls, and basically we end
up at a stunbling block with respect to this
particul ar issue.

And after doing much soul -searchi ng about
kind of limtation, |I've come to the conclusion
t hat reaching sufficient -- | hate to use the
word “sufficient” because it starts to tie us up
with the other topic, but let's put it this way:
You used the word “equity,” sonme |evel of equity
bet ween the definition of a new SEC class that is
l[imted in this -- in the way it's described in
t hat paragraph with the SEC that's already
defined in | egislation.

Well, frankly, | don't think we're ever going
to get there, because the way Congress descri bed
or defined SEC, the SEC which included three
gaseous diffusion plants and some veterans that
wer e associated with weapons testing, they did us
all an injustice by a bunch of |awyers getting
t oget her and deciding that an entire facility
shoul d be desi gnated as Speci al Exposure Cohort.

I'd really like to know, for exanple, what
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percent age of

those entire facilities' work force

that were there for the requisite amount of time

are going to

Ten to one, i

ever really present with cancer.

t's going to be 30 percent or |ess,

the specified cancers. So they put us off to a

bad start. So that forces us into a very

difficult sit

equity.

uation insofar as determ ning

| would say, and I'd like to put this forward

for the rest

foll owi ng:

of the Board to comment, the

| believe that the only way that we're going

to ever satisfy ourselves, the public, and

Congr essi onal

intent, which | believe to be

sinply stated in three words -- be fair, and be

claimant friendly -- is to simply include all 22

cancers that

| egi sl ation,

were listed in the original

and do away with any type of

l[imtation as a way to define or to specify a

group. I n ot

any -- get ri

her words, get rid of any relation,

d of small paragraph small Roman

(iv), and anything in the preanble that alludes

tolimting t

he number of cancers to anything

| ess than the 22.

DR. ZIEMER: Okay. Tony, are you asking for
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comment on this at this point, or aml to
understand this to be a formal notion on your
part?

DR. ANDRADE: |'m asking for coment at this
particular point in time.

DR. ZIEMER: Okay, thank you

Let me ask how other Board members wish to
respond to that coment and view.

DR. MELIUS: This is Jim Melius.

That was basically what | was proposing, with
the -- | guess with the added change that should
it work out that in the future we feel that this
IS inappropriate in some way in our actual
experience in designating cohorts that we can
al ways make | ater reconmendati ons, whether it be
to Congress or to NIOSH, to work out ways of
addressing this.

| mean, | think there are reasons other than
the reasons Tony just gave, but then we all may
have obviously different reasons or weigh
different reasons differently. But | think that
it really is the best way to go forward at this
time given the equity issue, given the amount of
public concern, and given just some of the

potential difficulties of trying to make these
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deci si ons.

DR. ZIEMER: Thank you, Jim

This is Ziemer again.

Jim if I mght also coment on the way you
had worded it, | think your |ast sentence there
dealing with the or suggesting that we m ght
| ater on change this in some way, seenms to me
that once we go in this direction | don't think
there's much chance of turning back. It would be
I'i ke changing the criteria for probability of
causation, very difficult to go back the other
way, don't you believe? Or are you suggesting
that if experience showed that it would be
possi bl e that you would restrict the cancers
agai n, having not done so initially?

DR. MELIUS: Presumng this neets
Congressional intent and sort of these |egal
i ssues that are out there, assuming it addresses
that, | think we'd have to exam ne the experience
down the road and then nmake the determ nati on.
Are we encountering situations where it is not
(i naudi bl e; ongoi ng beeping) the Board doesn't
feel it's appropriate to be including all the
cancers in the cohort, then we would have a way

of redressing that (inaudible). Wuld it be
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hard? Yes. But it's obviously hard to do it the

other -- do it the way that's being proposed now.

So | guess | was just trying to indicate

there that | don't think we should necessarily
close off that possibility, but | just -- ny
personal viewis that it -- | think it's unlikely

we woul d go back, but we coul d.

DR. ANDRADE: This is Tony Andrade agai n.

Jim again, one of the reasons that | am
proposing this for discussion at this point is
that if you read the Congressional record and you
try to pull out the intent, you really do come to
t hat conclusion that they want us to be fair, but
they also want us to be claimant friendly. And
so | really think that (inaudible) way of being
able to accomplish that in some equitable sense
is to define for life, fromhere on out, that all

22 cancers shall be consi dered.

DR. ZIEMER: Other comments? | got cut off
there briefly. "' m back on the line again. Jim
was tal king when | lost it, but I'm back on

Jim did you say anything inmportant?
[ Laught er]

DR. MELIUS: | doubt it.
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DR. ZIEMER: | guess, Tony, you were
responding to something Jim had sai d?

DR. ANDRADE: Right, right.

DR. ZIEMER: Did we |ose any other Board
members, or was it only --

DR. DeHART: Yes, | think so. Everybody's
com ng in now.

DR. ZIEMER: Com ng back in?

DR. DeHART: This is Roy.

DR. ZIEMER: Let ne interpret --

MR. ELLIOTT: This is Larry Elliott.

DR. ZIEMER: Cori, | wonder if we need to
take a roll call again?

MS. HOMER: Another roll? Okay, very well.

DR. ZIEMER: Let's take a roll call --

MR. ELLIOTT: Cori, while you're doing that
|'"m going to ask --

DR. ZIEMER: -- (inaudible) losing people
her e.

MR. ELLIOTT: Cori, while you're doing the
roll 1'"ll have Nichole call the phone people and
make sure that we didn't | ose a series of ports.

MS. HOMER: Okay, very well. Thanks.

Okay, Paul Zienmer?

DR. ZIEMER: Yes.
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MS.

DR.

MS.

DR.

MS.

DR.

MS.

MR.

MS.

HOMER: Henry Anderson?
ANDERSON: Yes.

HOMER: Tony?

ANDRADE: Here.

HOMER: Roy?

DeHART: Yes.

HOMER: Rich?

ESPINOSA: Here.

HOMER: We know Larry's here.

M ke G bson?

MR.

MS.

MR.

MS.

DR.

MS.

MS.

MS.

MR.

MS.

MR.

MS.

DR.

MS.

DR.

GIBSON: Yeah, |I'm here.
HOMER: Mark?

GRIFFON: Yeah.

HOMER: Jim Meli us.
MELIUS: |'m here.
HOMER: Okay. Wanda Munn?
MUNN: Here.

HOMER: Leon?

OWENS: Here.

HOMER: Bob?

PRESLEY: Here.

HOMER: Gen?

ROESSLER: Here.

HOMER: Okay.

ZIEMER: Okay, good.
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MS. HOMER: Should | go through the list of
public?

DR. ZIEMER: Well, that would be fine.

MS. HOMER: Okay. Cheryl Montgomery?

MS. MONTGOMERY: Here.

DR. ZIEMER: But they're not required to stay
on.

MS. HOMER: Oh, okay. Well, | guess we can

go ahead and proceed with discussion.

DR. ZIEMER: Right. We're required to have a

guorum of Board menbers.

MS. HOMER: Yeah, exactly.

DR. ZIEMER: But public members can stay on
or not as they wi sh.

Okay, further discussion on this itenf?

DR. ANDRADE: Paul, very briefly, what |
mentioned, | guess when people started getting
cut off, was the fact that in responding to Jim
about perhaps | eaving the door open on this, |
said if we really want to neet Congressi onal
intent -- and again, | take that to be, quote,
“fair and claimant friendly” -- then | think that
once and for all we should allow all 22 cancers
to be considered in any Special Exposure Cohort

petition.
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DR. ZIEMER: Okay. Other conmments?
DR. DeHART: This is Roy.

| really never understood why we were

limting the cancer. | couldn't understand it as

we went through the proposal to begin with.

And secondly, | have to agree with Tony, that

the intent is so strongly stated in the original
| egi slation that | think that we m ght very well
find that we're directed to go back to the 22

cancers.

So | think fromthe beginning we ought to

hold to it, and hold to it for the duration.

DR. ZIEMER: And Roy -- Ziemer here again --

was trying to point out in the comment that |

inserted in there on coment 11 that in fact,
scientifically and theoretically | believe it's
entirely possible that you could have an unknown
exposure situation where you could, in fact, say
that certain tissues could not have gotten
exposed. You m ght not know anything about
doses, but you m ght know enough to be able to

elimnate those.

But the real issue conmes down to

Congressional intent and the equity issue, it

seens to me.
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DR. DeHART: Yes.

MR. GRIFFON: But Paul -- this is Mark
Griffon -- just one response, short response on
your conmment.

You menti oned you may have reasons for
limting it to certain tissues for certain
unknown exposures. | think the key there is that
you are dealing with unknown exposures, so it
seenms a little contradictory to say that you can

DR. ZIEMER: Well, you notice | put it in
terms of theoretically. | think I could

(i naudi bl e) a case where you could not figure out

dose, but you could -- but based on sonme
information -- | mean, we know about certain
t hi ngs about different facilities. Even though

we may not know the dose, we know of some things.

But be that as it may, it's one thing to talk
theoretically and say yes, but scientifically it
coul d be possi bl e. But there's kind of two sides
to this. One is what's possible scientifically,
and this other issue, which seenms to be to sone
extent overriding, is Congressional intent and

fairness.
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Who el se has comments?

[ No responses]

DR. ZIEMER: And | guess I'll add to that.

In fact, it's not clear in practice that they
woul d ever find such a situation, even though it
woul d be allowed for in the regul ation.

MR. GRIFFON: | guess that's sort of where |
was goi ng.

This is Mark Griffon again, |I'msorry.

I didn't want to accept that we're di sm ssing
science here. | think that even in the preanmble
to this proposed rul emaki ng, page 11297 under the
Heal t h Endanger ment section, NI OSH says tal ks
about (inaudible) a factual basis for
establishing the possible |evel of radiation

exposure (inaudible) quantitatively evaluate

heal t h endanger ment . | think they're separating
heal t h endangernment there from-- as opposed to
an organ, but | think they're very closely

rel ated.

So ny point is that if you can't establish an
upper bound you can't really specify which
ti ssues. You don't know enough about exposure to
specify which cancers, the tissues m ght be

af fect ed.
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DR. ZIEMER: Okay. How about other comments,
anyone?

DR. ROESSLER: This is Gen.

| just want to go on the record as saying
that | think this proposal goes agai nst conmmon
sense fromthe scientific point of view, but yet
Tony was very persuasive in what he said. It
seens that we really have the goal or the
responsibility of meeting the Congressional
intent, and from that point of view we
possibility have no other choice.

DR. ZIEMER: Other comments?

MR. GIBSON: This is M ke G bson.

I"d just like to say that given the site that
-- given the fact that some of these sites were
not even told that they were working with
radi oactive material, given the fact of DOE's
poor recordkeeping and et cetera, | don't think
we can ever actually determne if a person was
correctly nonitored for the correct isotope. So
they may be put in a special cohort because of
bei ng exposed to a certain isotope, but in fact
there could be other isotopes in the m x that
wer e never, never -- enployees were never

monitored for that could catch one of the other
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types of cancer.

DR. ZIEMER: Thank you. So you're arguing in
favor of including all the cancers, then?

MR. GIBSON: Absolutely, yes.

DR. ZIEMER: Other comments? Pro or con.

MR. PRESLEY: Paul, this is Bob Presley.

DR. ZIEMER: Bob.

MR. PRESLEY: | agree with Tony 100
(i naudi bl e).

DR. ZIEMER: Okay.

Any ot hers?

DR. ANDRADE: In that case, Paul, | think I'd
i ke to perhaps put forth a position to be voted
on in the formof a nmotion, and that is sinmply
t hat Section 83.13, subsection (b), subsection
(1), small Roman (iv), be removed, or that we
advi se the Secretary that it is the sense of the
Board that this section be renmoved; and that al
ot her text, whether it be in the preamble or in
the rule itself, that relates to limting cancer
types also be renoved.

DR. ZIEMER: Okay. The notion has been nade.
Is there a second?

MR. GIBSON: |I'Il| second that. This is M ke

Gi bson.
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DR. ZIEMER: M ke G bson has seconded the
noti on.

| s there any discussion, pro or con?

[ No responses]

DR. ZIEMER: |Is there anyone who wi shes to
speak against the notion?

[ No responses]

DR. ZIEMER: | hear none. Let me, before we
vote -- based on coments so far it appears that
there may be strong support for the notion.

Let me suggest that if the motion carries --
and I want you to |look at item 11 on the draft
comments that refers to this section -- and |et
me ask you if you were to take everything down to
the second to last |ine where it says
“accordingly,” and if you were to cross out al
the words follow ng “accordi ngly” and insert the
Jim Melius statement that says, so it would say
“Accordingly, the Advisory Board recomends that
DHHS remove the provision to limt cancer
eligible for conpensation for a particular class
bei ng conducted for Special Exposure Cohort
status,” and insert that in place of the
statement that asks NIOSH to determ ne this, and

then that would be followed by an identification
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of the particular section to be renoved or
al tered.

DR. ROESSLER: Paul, this is Gen.

Then in Melius's suggested substitution there
we woul d not put in the part that says that |ater
experience with the program shows and conti nui ng
on, that would not be a part of it?

DR. ZIEMER: \What |'m going to suggest is
that we act on this without that at the monment,
and then if sonmeone wi shes to nodify it by adding
that, so that we can deal with this main issue
and then ask whether you want to allow the | ater
possibility -- the possibility of a | ater change.
Woul d that be agreeable? | don't want to get two

issues m xed up on a fairly critical vote here.

DR. ANDRADE: That, | think, splitting that
of f would certainly meet the intent of -- the
full intent of the --

DR. ZIEMER: Of your notion?

DR. ANDRADE: Of ny notion.

DR. ZIEMER: \What |'m suggesting, your notion
woul d still hol d. | "' m suggesting how it m ght be
worded in the transmttal.

DR. ANDRADE: That's fine, Paul.

DR. ZIEMER: Unless anyone sees any maj or
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change -- and what |'ve done in suggesting this

is allow the little narrative statenment that says

t hat we recognize the scientific and theoretical

possibility that this could occur. And if you

don't like that statenent, | need to know that.
DR. ANDRADE: | think that that's fine.
DR. ROESSLER: | |like leaving it in.

DR. ZIEMER: Although that in itself is not
part of your motion, but | was trying to | ook at
how we woul d actually present it. And we could
present it just as exactly the way you stated it
wi t hout this other stuff, if people were

unconft ort abl e.

UNIDENTIFIED: | think it hel ps other people

understand the discussions we've gone through.

DR. ZIEMER: Okay. Are you ready to vote o
this motion?

[ No responses]

DR. ZIEMER: Okay, |'m going to take a rol
call vote.

Cori, if you will begin the roll call, and
will vote | ast.

MS. HOMER: All right.

Henry Anderson?

DR. ANDERSON: Yes.
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yes?

MS.

DR.

MS.

DR.

MS.

MR.

MS.

MR.

MS.

MR.

MS.

DR.

MS.

MS.

MS.

MR.

MS.

MR.

MS.

DR.

MS.

DR.

MS.

DR.

HOMER: Antoni o Andrade?
ANDRADE: Yes.

HOMER: Roy DeHart ?
DeHART: Yes.

HOMER: Richard Espinosa?
ESPINOSA: Yes.

HOMER: M ke Gi bson?
GIBSON: Yes.

HOMER: Mark Griffon?
GRIFFON: Yes.

HOMER: Janmes Melius?
MELIUS: Yes.

HOMER: Wanda Munn?

MUNN: | abstain.

HOMER: Okay. Leon Owens?
OWENS: Yes.

HOMER: Bob Presley?
PRESLEY: Yes.

HOMER: And Genevi eve Roessl er?
ROESSLER: Yes.

HOMER: Okay.

ZIEMER: Okay, the notion carries.

HOMER: Okay. Zienmer, would that

ZIEMER: Pardon me?
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MS. HOMER: Wuld that be a yes from you?

DR. ZIEMER: Oh, yeah. Il will vote to
support the notion.

MS. HOMER: Okay.

DR. ZIEMER: Now the Chair will also now

entertain, if anyone wi shes to make a mption to
add to this, Section -- the statement suggested
by Dr. Melius, “If later experience with the
program shows that including all eligible cancer
types is problematic for a significant nunmber of
Speci al Exposure Cohort classes, then the Board
Is prepared to recommend steps to address this
I ssue.”

DR. MELIUS: This is Jim Melius.

| actually personally don't feel that that
sentence is then necessary since we've already
tal ked about this, that it's theoretically
possi ble and so forth. | think that really
covers the same concept, and | think it's inmplied
t hat we can change our m nds |ater. \Whoever
wants to, a new board or whatever, can change
their m nds and make other recommendations. So |

DR. ZIEMER: So you're not suggesting we --

DR. MELIUS: | don't believe it's necessary.
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DR. ZIEMER: Anyone else? Anyone want to add
t hat ?

[ No responses]

DR. ZIEMER: |t appears not.

Am | correct, now, that the main sections in
addition to the preanmble this will deal with are
those that | had previously identified, which
woul d be (b)(1l) Roman nunmeral (iv), and (b)(2)
Roman nunmeral (iii), both of which are -- there
may be some ot hers, but --

UNIDENTIFIED: Yes, those are the two main
ones, Paul.

DR. ZIEMER: There are some ot her places

where specified cancer comes up also, so -- but a
general statement, if it's agreeable in terms of
just editing, | can add that into the comment.

DR. ANDRADE: This is Tony, Paul.

Yeah, | believe that would be good, because
there is substantial text in the preanble that
needs to be removed as well.

DR. ZIEMER: Okay. Well, of course, then the
-- | think in -- the final rulemking actually is
goi ng to have discussion on issues that are made,
and depending on the outcome of the final

rul emaki ng there woul d possibly still be a

NANCY LEE & ASSOCI ATES

47




© 00 N oo o B~ w N

N N N N NN B B R R R R R R R
g A W N RBP O © W N O OO M W N B O

di scussion of this issue and how NIOSH ultimately
handled it. So I don't anticipate we would ask
NI OSH not to discuss this issue in the preanble,
and they will ultimtely deal with how -- they
will ultimately discuss with -- how they finally
handl e it. Ri ght ?

UNIDENTIFIED: That is correct.

DR. ZIEMER: Yeah. So | don't think we need
to get into asking themto revise the preanble.
It's going to be different anyway in the final
copy, because they have to deal with all the
comments that have -- this preanmble dealt with a
| ot of comments fromthe earlier document, so
those will all change anyway.

Okay, then I think we're ready to deal with
the issue of sufficient accuracy.

|*'m |l ooking at -- and actually, again we have
two possible things, two possible wordings, one
of which is sinply more or less a sinmple
statement asking NIOSH to clarify the meaning of
that. This is -- on the draft | distributed it's
item 13. But those sections include the concept
of not feasible to estimate doses with sufficient
accuracy, the idea of sufficient accuracy not

conpl etely clear or obvious. It would be hel pful

NANCY LEE & ASSOCI ATES

48




© 00 N oo o b~ w N P

N N N N N N RBP B R R R R R R R
g N W N P O © 0O N O O M W N P O

for NIOSH to provide additional clarification,
whereas the Melius proposal is a little nore --
has a little more specificity and asks for

gui del i nes, that guidelines be devel oped. And as
| see it, the guidelines could be devel oped | ater
on.

| don't, Jim-- and you can clarify -- |
don't think that you were asking that the
gui delines be in the rule.

DR. MELIUS: No, no. That the rule could
reference or the preamble to the rule, however,
could reference the devel opment of guidelines,
and that the guidelines would be reviewed by the
Board. This is not dissimlar to how we've
handl ed the | REP changes in the dose
reconstruction rules changes. The same, really
the same --

DR. ZIEMER: Yeabh. But so there's actually
-- in a sense there's two kinds of options, and |
think there's probably a third. But one option

is just to point out the issue and ask NIOSH to

address it; the second option is to pin it down a

little closer and ask for the devel opment of
specific guidelines; another option would be that

if people weren't concerned about this we don't
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address it at all; and a fourth option would be
to do something other than those three things.

And again, let me open it in general for
Board di scussion, and we can get sone feeling for
what direction you wish to go on this.

DR. MELIUS: Let ne just -- Jim Melius.

Let me just speak to -- the reason | like to
follow the pattern we did with the prior rules in
terms of devel oping guidelines is | just think
t hey provide nmore consistency to the process.

And | think as opposed to purely a case-by-case
approach, which is what NI OSH has tal ked about,
all the guidelines does is make you sort of
categorize your cases a little bit better, and

t hi nk about making sure that you're consistent in
the application of -- as you review different
claimnts that you're treating themfairly and
equitably in that process, and guidelines just
assi st that.

And then as you devel op experience with
particul ar situations, they allow you to catal og
t hat experience and organize themin a way that
hel ps you to, | think, handle the claims, I
t hi nk, both more efficiently but also nore

fairly.
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And | think since it's called for in the
original legislation, | think it's hel pful that
there be sone record of what -- of how sufficient
accuracy is being considered, and some record of
how the feasibility of doing a dose
reconstruction or not being able to do a dose
reconstruction is considered. | sort of suspect
t hat NI OSH woul d end up doing this gradually
anyway. | just think this adds a little bit nore
focus on that.

And also, | think it's fairer for the
cl ai mnts because they would then understand that
their claims are being treated the sanme as
simlar claims; there's some rule or sonme
gui dance document to go back to that sort of
fills in. It becomes more than just a case-by-
case or the judgment of an individual dose
reconstructer and the people review ng that
particul ar case.

DR. ZIEMER: Now |let nme ask if any of the
Board menbers require any additional

characterization or clarification of the issue

itsel f. Does everybody understand how this
arose?
And this also relates to comments that -- the
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comments that Ted Katz was maki ng and that Dr.
MIller was making on this whole issue of
sufficient accuracy. This deals with that worst-
case business, where if there's a worst-case
estimate and the probability of causation is
greater than -- less than 50 percent, then in a
sense if you've shown that there's no way that
the person could have met the 50 percent
probability of causation criteria, in a sense
you've conpleted a sort of dose reconstruction
and you're done.

But if they're over 50 percent they don't
automatically neet the criteria of a dose
reconstructi on, because you at that point have
only used worst-case estimte and haven't really
done enough research, and additi onal
information's called for. They m ght end up in a
Speci al Exposure Cohort, but they also m ght not.
And that was kind of the issue at that point.

But does anyone wi sh to make any specific
moti ons or ask for additional clarification, or
just coments, pro or con?

DR. ANDRADE: Paul, this is Tony.

By way of comment, | believe that Jim and Ted

and ot hers probably have a fairly clear
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under st andi ng of what they mean by sufficient
accuracy, and |I'm sure that it's consistent among
the health physicists there at NI OSH.

Nevert hel ess, the way it came through in the
proposed | egislation or proposed rul emaking, it
did suffer fromlack of clarity. So what | guess
I"d like to see is followthrough on your item
number 13, that includes as the |ast sentence
that it would be helpful if NI OSH could provide
additional clarification of this concept either
t hrough the devel opment of guidelines, further
definition of the term or through specific
exampl es.

Now | 'm sure they'll be able to come through
on this.

DR. ZIEMER: Okay, other comments?

DR. MELIUS: This is Jim Melius.

| woul d, speaking up, but | could very well
see guidelines that would rely on specific
exanpl es as the way that they would sort of
communi cate the guidelines. So | don't think
that's inconsistent.

DR. ANDRADE: No, | don't think that's
i nconsi stent either.

DR. ZIEMER: Tony, does your -- what you kind
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of recommended there would be to start out with
t he paragraph 13, and then kind of move into
Jinm s words about devel opi ng specific guidelines
within a reasonable period of time and so on, or
were you not wanting to be that specific on it?

DR. ANDRADE: | didn't want to be too
terribly specific and tie their hands, but |
think what Jimis saying is a perfect exanple.
It could be guidelines that use specific
exanmples. And so | want to | eave the concept
open enough for the real technical people to take
a stab at being a little bit more clear about the
definition.

DR. ZIEMER: Other comments?

[ No responses]

DR. ZIEMER: Let me ask a general question.
Is there general concurrence amongst Board
members that you would |like us to ask for nore
specificity on this issue of sufficient accuracy?
Or do you think it's okay as it is?

MR. GRIFFON: This is Mark Griffon.

DR. ZIEMER: Mark.

MR. GRIFFON: Yeah, | think -- I'm not sure
if we can -- | agree with Jim Melius's asking for

gui delines and actually having an opportunity for
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the Board to review those gui delines.

| think the reason for that, | would Iike
more specificity and possibly in the rul emaking,
but I think we've had two cracks at it here in
two proposed rul emakings, and |I'm not sure that
there's that much nmore clarity. So | think this
m ght take a little longer, and m ght be better
suited to guidelines --

DR. ZIEMER: As opposed to a rule?

MR. GRIFFON: Yes. So | think -- but I
think, in this proposed rul emaking, | think we
shoul d recommend that NI OSH shoul d devel op
gui del i nes and have input fromthe Board hel ping
t hose gui deli nes.

DR. ZIEMER: Okay. Ot her comment s?

[ No responses]

DR. ZIEMER: Does anyone wi sh to make any
specific nmotions?

[ No responses]

DR. ZIEMER: Nobody wants to make any

specific motions?

DR. MELIUS: |I'mtrying to conbine the two
here -- this is Jim Melius, Paul -- so that we
can --

DR. ZIEMER: | was going to suggest something
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simlar, Jim as it were, just take where | said
it would be helpful if NI OSH could provide
additional clarification of this concept,
accordingly the Advisory Board recommends --

DR. MELIUS: And then use --

DR. ZIEMER: -- then nove into your
st at ement . In fact, |l et me suggest this, and
then somebody can move it.

If you |l ook at the Melius underlined
paragraph on page 3 -- Jim | think the words
“DHHS reexam ne the proposed approach to dose

reconstruction and speci al exposure cohort

designation,” | don't know that we need all that.

Just say “The Advisory Board recomends t hat
gui del i nes addressing feasibility and sufficient
accuracy be devel oped.”

DR. MELIUS: That's fine.

DR. ZIEMER: And then “These gui delines
shoul d be devel oped within a reasonable tine
period,” which is pretty flexible, "after
pronotion [sic] of the regulation and should be
submtted to the Board for review. Appropriate
changes should be made in the regulation to
I ndi cate the planned devel opment of these

gui delines and the process for their
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devel opnent .”
Is this too much, now? *“Appropriate changes
in the dose reconstruction regul ations should be

made to address,” and where it says “the

potential conflict,” there's kind of an
assunmption there that there is -- there's an
assumption that |I'munconfortable with that there
is a potential conflict. Just could generalize

it, and say “any potential conflict between this
rule and 42 CFR 82.~

DR. MELIUS: That's fine with me.

DR. ZIEMER: That could | eave some clai mants
ineligible for either individual dose
reconstruction or Special Exposure Cohort status.

Do you want to make such a nmotion?

DR. MELIUS: This is Jim Melius.

| so nove.

DR. ZIEMER: |Is there a second?

DR. DeHART: This is Roy.

"Il second.

DR. ZIEMER: So what we have now is the
statement kicks off with item 13, but it drops
the | ast part of the sentence on 13 that says
“either through definition of the term or through

specific exanmples,” and just noves into “It would
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be hel pful if NI OSH could provide additional
clarification of this concept,” and then it would
stop there.

And then it would say “Therefore,” and we'd
continue with the Melius statement, but we'd
delete fromhis first sentence “DHHS reexam ne
the proposed approach to dose reconstruction and
speci al exposure cohort designation and that.”

Ri ght there's where you would delete, and then
you woul d continue with “guidelines addressing
feasibility and sufficient accuracy be

devel oped.”

And then skipping down to the | ast sentence
woul d say, “Appropriate changes in the dose
reconstruction regulations should be made to
address any potential conflict between this rule
and 42 CFR 82 that could | eave some cl ai mants
ineligible for either individual dose
reconstruction or special exposure cohort
status.”

This that your motion, Jin?

DR. MELIUS: Yes, it is. Very good.

UNIDENTIFIED: Well st ated.

DR. ZIEMER: Now let ne ask if the Board, in
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connection with that, wants to retain any of the
ot her narrative that appeared in the Melius
document, or is this sufficient?

| think the narrative was |largely there to
help to Board think about this, as opposed to
bei ng part of what you wanted to put in the
recommendati on.

I's that correct, Jin?

DR. MELIUS: Correct.

DR. DeHART: My second is as stated earlier.

DR. ZIEMER: Okay. So what you're saying is
t hen we would not need to include all of the
narrative that's in the document.

DR. MELIUS: Correct.

DR. ZIEMER: Okay. Now |l et me -- we have a
nmoti on on the floor before us.

I want to see now if there are any comments,
pro or con. Anyone wish to speak in support of
this notion or in opposition to the notion? And
pl ease feel free to do either. You won't hurt ny
feelings. | know you won't hurt Jims feelings.

UNIDENTIFIED: We don't mnd hurting Jims
feelings.

[ Laught er]

DR. ANDRADE: This is Tony.
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| support the notion. I think that tying
this back to former |egislation and ensuring that
there's consistency is important, and the way it
is stated -- | can't think of a better way to
state it than the way y'all worked it out. So
I'"min support of that.

DR. ZIEMER: Others, pro or con?

DR. ANDERSON: This is Andy.

["min support of it.

DR. ZIEMER: Okay. | f anyone has got any
maj or heartache with this one then get it out,
because that m ght be hel pful. Maybe we're
overl|l ooki ng something, so don't hesitate if
you're unconfortable or antsy about it.

MR. PRESLEY: Bob Presley.

I like it.

DR. ZIEMER: You're okay by it. Okay.

MS. MUNN: This is Wanda.

It isn't that | necessarily dislike where we
are here. | guess at this juncture |I'm having a
little concern with what | perceive to be, and

per haps inaccurately perceive to be, a novenent
away from knowl edge that we have based on the
best science avail able, and acceptance of the

responsibility that we have given our overseeing
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agencies to performtheir duties properly.
| recognize the desire that's been expressed

here repeatedly. The term “specificity” must
have been used 15 times already. | recognize the
desire for that, and I'm certainly not opposing

t he | anguage that's been presented. | just have
some very severe heartfelt reservati ons about
some of the directions that | see the Board
maki ng with respect to how the Agency is going to
address these things, and what “fair” means.

That having been said, | have no objection to
t he wordi ng as stated.

DR. ZIEMER: And Wanda, let me add that it
seems to nme that as a practical matter, in fact
some gui delines are going to be devel oped anyway
al ong these lines, perhaps explicitly or maybe
implicitly. But, | mean, there has to be sonme
met hodol ogy that's devel oped as we go forward.

And | think in a sense it seems to ne we're
sinply asking for a better understandi ng of how
t hose decisions are made in these cases where you
have these worst-case estimtes made on the one
hand for the efficiency issues in the dose
reconstruction, and as opposed to the issues of

the special cohort which is a sonmewhat different
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situati on.

MS. MUNN: Yes.

DR. ZIEMER: Okay. Other coments?

[ No responses]

DR. ZIEMER: Let nme ask if the Board is ready

to vote on this item

[ No responses]

DR. ZIEMER: Anyone not ready to vote?

[ No responses]

DR. ZIEMER: Okay. Then we're going to vote

on this motion, and all in favor will say “aye”
when the roll is called.
And Cori, you're ready to call the roll?

MS. HOMER: Okay.

Henry Anderson?

DR. ANDERSON: Aye.

MS. HOMER: Antonio Andrade?
DR. ANDRADE: Yes.

MS. HOMER: Roy DeHart ?

DR. DeHART: Aye.

MS. HOMER: Richard Espinosa?
MR. ESPINOSA: Aye.

MS. HOMER: M ke G bson?

MR. GIBSON: Aye.

MS. HOMER: Mark Griffon?
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aye.

wi ||

the

MR.
MS.
DR.
MS.
MS.
MS.
MR.
MS.
[ No
MS.
DR.
MS.
MR.
MS.
MR.
MS.
DR.
MS.

DR.

MS.

DR.

i ncorporate that combination statement into

| ast

GRIFFON: Aye.

HOMER: Jim Melius?

MELIUS: Yes.

HOMER: Wanda Munn?

MUNN: Okay.

HOMER: Leon Owens?

OWENS: Aye.

HOMER: Robert Presley?
responses]

HOMER: Bob?

ZIEMER: Did we |ose Robert?
HOMER: Uh- oh.

PRESLEY: Yeah. Can you hear me?
HOMER: Yes.

PRESLEY: Aye.

HOMER: Okay. And Genevi eve Roessler?
ROESSLER: Yes.

HOMER: Dr. Ziemer?

ZIEMER: Yes, and the Chair will vote

HOMER: Okay.

ZIEMER: So the notion carries, and we

itemon the list of comments.

Now one nore time, |let me ask the Board
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members, are there additional comments that you
bel i eve should be included in the comments sent
to the Secretary of HEW -- HHS, not HEW  HHS.

[ No responses]

DR. ZIEMER: |t appears not.

| also have provided you with the draft cover
letter. That will be revised to reflect the fact
that there were three conference calls rather
than two on this subject, in the second to | ast
par agraph, so | will update that.

The cover letter itself, we don't need to
vote on. But if you have any grammatical things
or something |like that that you want to pass on
to me before it goes to final form why, you can
do that individually.

Okay. Now it's my judgnent that we have
conpl eted action on all the conments we want to
comment on for the proposed rul emaki ng. I's
everybody of the same understandi ng? Any that
think there are additional things that we need to
address at this point?

[ No responses]

DR. ZIEMER: Apparently not.

I will ask Cori if you have any housekeeping

I ssues relating to our upcom ng neeting.
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MS. HOMER: No. | think I've asked everybody
for their travel arrangements.

| do have a question for you, if you could
just go ahead and forward whatever comments in
the final to ne.

DR. ZIEMER: | will do that. And our
comments are due in to the Secretary by what
date, again?

MR. ELLIOTT: May the 6th.

DR. ZIEMER: May 6th, okay. Very good.

Now, let's see. Cori, just for the record,
give us the dates of our next nmeeting again in
Oak Ri dge.

MS. HOMER: Okay. Our next meeting is
schedul ed for May 19th and 20t h.

DR. ZIEMER: That will be --

MS. HOMER: In Oak Ridge at the Garden Pl aza
Hot el .

DR. ZIEMER: Okay, thank you very much.

MR. PRESLEY: Cori, are the meetings going to
be at the Garden Cl ub?

MS. HOMER: Yes, they are.

MR. PRESLEY: Wonderful.

MS. HOMER: Yes.

DR. ZIEMER: Okay. | think that then
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conpl etes our neeting, and | will declare us
adj our ned.

Thank you, everyone, very much.

[ Wher eupon, the neeting was adjourned at

approximately 4:21 p.m|]
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